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DETAILED ACTION 

Applicants' amendment of November 28, 2008, in their response to the action of May 19, 
2008 is acknowledged. It is acknowledged that no claims have been cancelled, amended, or 
added. Claims 1-12, 14, 16, 19-29, and 31-35 are pending. Claims 1, 2, 7-12, 14, 21-29, and 
31-35 were previously withdrawn from further consideration pursuant to 37 CFR 1.142(b). 
Claim 6 is herein withdrawn from further consideration pursuant to 37 CFR 1.142(b). Claims 3- 
5, 16, 19, and 20 are hereby reexamined. 

Claim Rejections - 35 USC § 112-Second Paragraph 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Rejection of Claims 3-5, 16, 19, and 20, because the phrase "A purified preparation 
comprising LKB1, STRAD, and recombinant M025" renders the claim indefinite, is maintained. 
In support of their request that said rejection be withdrawn, Applicants argue that one skilled in 
the art would have understood the metes and bounds of the recited invention in view of the 
specification's teaching (pg 23, lines 24- 27). 

This argument is not found to be persuasive for the following reasons. It is 

acknowledged that the specification (pg 23, lines 24- 27) states: 

By "purifed" is meant that the preparation has been at least partially separated from other 
components in the presence of which it has been formed, for example other components of a 
recombinant cell. 

However, said statement does not provide a definition of the metes and bounds of the 

recited invention. For example, the specification also states the following. 

"The preparation may be substantially pure. By "substantially pure" we mean that the said 
polypeptide(s) are substantially free of other proteins. Thus, we include any composition that 
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includes at least 30% of the protein content by weight as the said polypeptides, preferably at least 
50%, more preferably at least 70%, still more preferably at least 90% and most preferably at least 
95% of the protein content is the said polypeptides." (pg 24, lines 1-6) 

The skilled artisan would not know if a "purified" preparation is encompassed by a 
"substantially pure" preparation, is less pure than a "substantially pure" preparation, or is more 
pure than a "substantially pure" preparation. For purposes of examination, it is assumed that "A 
purified preparation comprising LKB1, STRAD, and recombinant M025" means any non- 
cellular composition comprising LKB1, STRAD, and recombinant M025. 

Rejection of Claim 19, because recitation of "identifying a compound for modulating 
cellular LKB1 activity. . .a preparation according to claim 3" renders the claim indefinite, is 
maintained. In support of their request that said rejection be withdrawn, Applicants provide the 
following arguments. The use of the word "cellular" is in the preamble. Thus, the method of 
claim 19 is for identifying a compound that modulates cellular LKBI activity (i.e., a compound 
that modulates LKBI activity in a cell). The remainder of the claim sets out the method by which 
such a compound is to be identified. The method for identifying such a compound is carried out 
with a purified (e.g., a non-cellular) preparation of claim 3. The facts (i) that the method for 
identifying a compound may be carried out in vitro and (ii) that the compound, once identified, 
may be capable of modulating cellular (i.e., in vivo) LKBI activity does not render the claim 
indefinite. 

These arguments are not found to be persuasive for the following reasons. It is 
acknowledged that use of the word cellular is in the preamble. Thus, the identified compounds 
must be effective at modulating LKB 1 activity in a cellular context. The claim recites no steps to 
test whether or not a compounds is effective at modulating LKBI activity in a cellular context. 
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Moreover, the skilled artisan would know that many compounds effective in vitro, including 
some peptides, would not be effective in vivo because they cannot pass the plasma membrane. 

Rejection of Claims 19 and 20 as being indefinite because "a preparation according to 
Claim 3" should be corrected to "the preparation according to Claim 3", is maintained. See 
MPEP 2173.05(f). 

Rejection of Claim 20, because "the substrate" lacks antecedent basis, is maintained. See 
MPEP 2173.05(e). 

Claim Rejections - 35 USC § 112-First Paragraph 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Enablement 

Rejection of Claims 3-5, 16, 19, and 20 under 35 U.S.C. 1 12, first paragraph/ lack of 
enablement, for the reasons explained in the prior action, is maintained. In support of their 
request that said rejection be withdrawn, Applicants provide the following arguments. 

(A) With regard to LKBI, the specification discusses at page 12, line 22 to page 14, line 
2, what is encompassed by "LKBI". 

(B) With regards to STRAD and M025, the specification teaches examples via citations 
and accession numbers (pg 14, line 4, to pg 15, line 8). 

These arguments are not found to be persuasive for the following reasons. 
(A) Reply : It appears that this argument is more relevant to rejection under 35 USC 
112, second paragraph. Nonetheless, the following comments are made. As explained in the 
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prior actions and acknowledged by Applicants, the term "LKB1" encompasses any protein, 
having any structure (any "variant") and any fragment thereof, and having some "ability to 
phosphorylate or activate AMPK" (parg brdg pg 12-13). It is acknowledged that the 
specification discloses the LKB1 proteins disclosed by gi/3063585, gi/3024670, and gi/4507271. 
However, said disclosure does not enable the skilled artisan to make and used any variant of 
gi/3063585, gi/3024670, gi/4507271, or any other LKB1 protein having some ability to 
phosphorylate or activate AMPK. Neither the specification nor the prior art disclose the motifs 
and amino acid residues that may or may not be altered and still retain the desired activity, or 
how any motifs and amino acid residues may be altered and still retain the desired activity. The 
specification fails to enable the skilled artisan to make and use the full scope of said proteins 
without undue experimentation. 

(B) Reply : As explained in the prior actions and acknowledged by Applicants, the 
term "STRAD" encompasses any protein, having any structure (any "variant") and any fragment 
thereof, having some ability "to bind to the MOS25 and to LKB1", while the term "M025" 
encompasses any protein, having any structure (any "variant") and any fragment thereof, having 
some ability "to bind to the STRAD or complex of LKB1 and STRAD" (pg 14 parg 2). Again, 
neither the specification nor the prior act disclose the motifs and amino acid residues that may or 
may not be altered and still retain the desired activity, or how any motifs and amino acid residues 
may be altered and still retain the desired activity. The specification fails to enable the skilled 
artisan to make and use the full scope of the recited proteins without undue experimentation. 

For these reasons and those explained in the prior action, rejection of Claims 3-5, 16, 19, 
and 20 under 35 U.S.C. 1 12, first paragraph/lack of enablement, is maintained. 
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Written Description 

Rejection of Claims 3-6, 16, 19, and 20 under 35 U.S.C. 1 12, first paragraph/written 
description, for the reasons explained in the prior action, is maintained. In support of their 
request that said rejection be withdrawn, Applicants argue that the rejection is based on an 
assertion that the specification fails to disclose the exact structural identity of any STRAD or 
M025 protein. 

These arguments are not found to be persuasive for the following reasons. It is 
acknowledged that the specification teaches examples of LKB1, STRAD, and M025 proteins. 
However, the specification fails to disclose the genus of any "purified preparation" comprising 
any LKB1, STRAD, and M025 proteins, having any structure, as encompassed by the instant 
claims, such that the skilled artisan would recognize that Applicants were in possession of the 
invention at the time of filing.. 

For these reasons and those explained in the prior action, rejection of Claims 3-5, 16, 19, 
and 20 under 35 U.S.C. 1 12, first paragraph/written description, is maintained. 

Allowable Subject Matter 

No claims are allowable 

Applicant's amendment necessitated any new grounds of rejection presented in this 
Office action. Any new references were cited solely to support rejection(s) based on amendment 
or rebut Applicants' arguments. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Regarding filing an Appeal, Applicants are referred to the Official Gazette Notice 
published July 12, 2005 describing the Pre-Appeal Brief Review Program. 

Final Comments 

To insure that each document is properly filed in the electronic file wrapper, it is 
requested that each of amendments to the specification, amendments to the claims, Applicants' 
remarks, requests for extension of time, and any other distinct papers be submitted on separate 
pages. 

It is also requested that Applicants identify support, within the original application, for 
any amendments to the claims and specification. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sheridan L. Swope whose telephone number is 571-272-0943. 
The examiner can normally be reached on M-F; 9:30-7 EST. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Dr. Nashed can be reached on 571-272-092834. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 

Application Information Retrieval (PAIR) system. Status information for published application 

may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 

applications is available through Private PAIR only. For more information about the PAIR 

system, see http: pair-di .< ispto.gov. Should you have questions on the access to the Private 

PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

/SHERIDAN SWOPE/ 
Primary Examiner, Art Unit 1652 



